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final order pursuant to §1303.37 without
a hearing.

[36 FR 7786, Apr. 24, 1971, as amended at 36
FR 18731, Sept. 21, 1971; 37 FR 15920, Aug. 8,
1972. Redesignated at 38 FR 26609, Sept. 24,
1973]

§1303.35 Burden of proof.

(a) At any hearing regarding the de-
termination or adjustment of an aggre-
gate production quota, each interested
person participating in the hearing
shall have the burden of proving any
propositions of fact or law asserted by
him in the hearing.

(b) At any hearing regarding the
issuance, adjustment, suspension, or
denial of a procurement or individual
manufacturing quota, the Administra-
tion shall have the burden of proving
that the requirements of this part for
such issuance, adjustment, suspension,
or denial are satisfied.

[36 FR 7786, Apr. 24, 1971, as amended at 37
FR 15920, Aug. 8, 1972. Redesignated at 38 FR
26609, Sept. 24, 1973, as amended at 62 FR
13958, Mar. 24, 1997]

§1303.36 Time and place of hearing.

(a) If any applicant or registrant re-
quests a hearing on the issuance, ad-
justment, suspension, or denial of his
procurement and/or individual manu-
facturing quota pursuant to §1303.34,
the Administrator shall hold such
hearing. Notice of the hearing shall be
given to the applicant or registrant of
the time and place at least 30 days
prior to the hearing, unless the appli-
cant or registrant waives such notice
and requests the hearing be held at an
earlier time, in which case the Admin-
istrator shall fix a date for such hear-
ing as early as reasonably possible.

(b) The hearing will commence at the
place and time designated in the notice
given pursuant to paragraph (a) of this
section or in the notice of hearing pub-
lished in the FEDERAL REGISTER pursu-
ant to §1303.11(c) or §1303.13 (c), but
thereafter it may be moved to a dif-
ferent place and may be continued
from day to day or recessed to a later
day without notice other than an-
nouncement thereof by the presiding
officer at the hearing.

[36 FR 7786, Apr. 24, 1971, as amended at 37

FR 15920, Aug. 8, 1972. Redesignated at 38 FR
26609, Sept. 24, 1973]
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As soon as practicable after the pre-
siding officer has certified the record
to the Administrator, the Adminis-
trator shall issue his order on the de-
termination or adjustment of the ag-
gregate production quota or on the
issuance, adjustment, suspension, or
denial of the procurement quota or in-
dividual manufacturing quota, as case
may be. The order shall include the
findings of fact and conclusions of law
upon which the order is based. The
order shall specify the date on which it
shall take effect. The Administrator
shall serve one copy of his order upon
each party in the hearing.

[36 FR 7786, Apr. 24, 1971, as amended at 37
FR 15920, Aug. 8, 1972. Redesignated at 38 FR
26609, Sept. 24, 1973]
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GENERAL INFORMATION

§1304.01 Scope of part 1304.

Inventory and other records and re-
ports required under section 307, sec-
tion 311, or section 1008(e) of the Act (21
U.S.C. 827, 831, and 958(e)) shall be in
accordance with, and contain the infor-
mation required by, those sections and
by the sections of this part.

[74 FR 15623, Apr. 6, 2009]

§1304.02 Definitions.

Any term contained in this part shall
have the definition set forth in section
102 of the Act (21 U.S.C. 802) or part
1300 of this chapter.

[62 FR 13958, Mar. 24, 1997]

§1304.03 Persons required to keep
records and file reports.

(a) Each registrant shall maintain
the records and inventories and shall
file the reports required by this part,
except as exempted by this section.
Any registrant who is authorized to
conduct other activities without being
registered to conduct those activities,
either pursuant to §1301.22(b) of this
chapter or pursuant to §§1307.11-1307.13
of this chapter, shall maintain the
records and inventories and shall file
the reports required by this part for
persons registered to conduct such ac-
tivities. This latter requirement should
not be construed as requiring stocks of
controlled substances being used in
various activities under one registra-
tion to be stored separately, nor that
separate records are required for each
activity. The intent of the Administra-
tion is to permit the registrant to keep
one set of records which are adapted by
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the registrant to account for controlled
substances used in any activity. Also,
the Administration does not wish to re-
quire separate stocks of the same sub-
stance to be purchased and stored for
separate activities. Otherwise, there is
no advantage gained by permitting sev-
eral activities under one registration.
Thus, when a researcher manufactures
a controlled item, he must keep a
record of the quantity manufactured;
when he distributes a quantity of the
item, he must use and keep invoices or
order forms to document the transfer;
when he imports a substance, he keeps
as part of his records the documenta-
tion required of an importer; and when
substances are used in chemical anal-
ysis, he need not keep a record of this
because such a record would not be re-
quired of him under a registration to
do chemical analysis. All of these
records may be maintained in one con-
solidated record system. Similarly, the
researcher may store all of his con-
trolled items in one place, and every
two years take inventory of all items
on hand, regardless of whether the sub-
stances were manufactured by him, im-
ported by him, or purchased domesti-
cally by him, of whether the sub-
stances will be administered to sub-
jects, distributed to other researchers,
or destroyed during chemical analysis.

(b) A registered individual practi-
tioner is required to keep records, as
described in §1304.04, of controlled sub-
stances in Schedules II, III, IV, and V
which are dispensed, other than by pre-
scribing or administering in the lawful
course of professional practice.

(c) Except as provided in §1304.06, a
registered individual practitioner is
not required to keep records of con-
trolled substances in Schedules II, III,
IV, and V that are prescribed in the
lawful course of professional practice,
unless such substances are prescribed
in the course of maintenance or detoxi-
fication treatment of an individual.

(d) A registered individual practi-
tioner is not required to keep records
of controlled substances listed in
Schedules II, III, IV and V which are
administered in the lawful course of
professional practice unless the practi-
tioner regularly engages in the dis-
pensing or administering of controlled
substances and charges patients, either
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separately or together with charges for
other professional services, for sub-
stances so dispensed or administered.
Records are required to be kept for
controlled substances administered in
the course of maintenance or detoxi-
fication treatment of an individual.

(e) Each registered mid-level practi-
tioner shall maintain in a readily re-
trievable manner those documents re-
quired by the state in which he/she
practices which describe the conditions
and extent of his/her authorization to
dispense controlled substances and
shall make such documents available
for inspection and copying by author-
ized employees of the Administration.
Examples of such documentation in-
clude protocols, practice guidelines or
practice agreements.

(f) Registered persons using any con-
trolled substances while conducting
preclinical research, in teaching at a
registered establishment which main-
tains records with respect to such sub-
stances or conducting research in con-
formity with an exemption granted
under section 505(i) or 512(j) of the Fed-
eral Food, Drug, and Cosmetic Act (21
U.S.C. 3565(i) or 360b(j)) at a registered
establishment which maintains records
in accordance with either of those sec-
tions, are not required to keep records
if he/she notifies the Administration of
the name, address, and registration
number of the establishment maintain-
ing such records. This notification
shall be given at the time the person
applies for registration or reregistra-
tion and shall be made in the form of
an attachment to the application,
which shall be filed with the applica-
tion.

(g) A distributing registrant who uti-
lizes a freight forwarding facility shall
maintain records to reflect transfer of
controlled substances through the fa-
cility. These records must contain the
date, time of transfer, number of car-
tons, crates, drums or other packages
in which commercial containers of con-
trolled substances are shipped and au-
thorized signatures for each transfer. A
distributing registrant may, as part of
the initial request to operate a freight
forwarding facility, request permission
to store records at a central location.
Approval of the request to maintain
central records would be implicit in
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the approval of the request to operate
the facility. Otherwise, a request to
maintain records at a central location
must be submitted in accordance with
§1304.04 of this part. These records
must be maintained for a period of two
years.

(h) A person is required to keep the
records and file the reports specified in
§1304.06 and part 1311 of this chapter if
they are either of the following:

(1) An electronic prescription appli-
cation provider.

(2) An electronic pharmacy applica-
tion provider.

[36 FR 7790, Apr. 24, 1971, as amended at 36
FR 18731, Sept. 21, 1971; 37 FR 15920, Aug. 8,
1972. Redesignated at 38 FR 26609, Sept. 24,
1973, and amended at 50 FR 40523, Oct. 4, 1985;
51 FR 5320, Feb. 13, 1986; 51 FR 26154, July 21,
1986; 58 FR 31175, June 1, 1993; 62 FR 13958,
Mar. 24, 1997; 656 FR 44679, July 19, 2000; 75 FR
16306, Mar. 31, 2010; 77 FR 4235, Jan. 27, 2012]

§1304.04 Maintenance of records and
inventories.

(a) Except as provided in paragraphs
(a)(1) and (a)(2) of this section, every
inventory and other records required to
be kept under this part must be kept
by the registrant and be available, for
at least 2 years from the date of such
inventory or records, for inspection
and copying by authorized employees
of the Administration.

(1) Financial and shipping records
(such as invoices and packing slips but
not executed order forms subject to
§§1305.17 and 1305.27 of this chapter)
may be kept at a central location,
rather than at the registered location,
if the registrant has notified the Ad-
ministration of his intention to keep
central records. Written notification
must be submitted by registered or cer-
tified mail, return receipt requested, in
triplicate, to the Special Agent in
Charge of the Administration in the
area in which the registrant is located.
Unless the registrant is informed by
the Special Agent in Charge that per-
mission to keep central records is de-
nied, the registrant may maintain cen-
tral records commencing 14 days after
receipt of his notification by the Spe-
cial Agent in Charge. All notifications
must include the following:

(i) The nature of the records to be
kept centrally.
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(ii) The exact location where the
records will be kept.

(iii) The name, address, DEA reg-
istration number and type of DEA reg-
istration of the registrant whose
records are being maintained centrally.

(iv) Whether central records will be
maintained in a manual, or computer
readable, form.

(2) A registered retail pharmacy that
possesses additional registrations for
automated dispensing systems at long
term care facilities may keep all
records required by this part for those
additional registered sites at the retail
pharmacy or other approved central lo-
cation.

(b) All registrants that are author-
ized to maintain a central record-
keeping system under paragraph (a) of
this section shall be subject to the fol-
lowing conditions:

(1) The records to be maintained at
the central record location shall not
include executed order forms and in-
ventories, which shall be maintained at
each registered location.

(2) If the records are kept on micro-
film, computer media or in any form
requiring special equipment to render
the records easily readable, the reg-
istrant shall provide access to such
equipment with the records. If any
code system is used (other than pricing
information), a key to the code shall be
provided to make the records under-
standable.

(3) The registrant agrees to deliver
all or any part of such records to the
registered location within two business
days upon receipt of a written request
from the Administration for such
records, and if the Administration
chooses to do so in lieu of requiring de-
livery of such records to the registered
location, to allow authorized employ-
ees of the Administration to inspect
such records at the central location
upon request by such employees with-
out a warrant of any kind.

(4) In the event that a registrant fails
to comply with these conditions, the
Special Agent in Charge may cancel
such central recordkeeping authoriza-
tion, and all other central record-
keeping authorizations held by the reg-
istrant without a hearing or other pro-
cedures. In the event of a cancellation
of central recordkeeping authoriza-
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tions under this paragraph the reg-
istrant shall, within the time specified
by the Special Agent in Charge, comply
with the requirements of this section
that all records be kept at the reg-
istered location.

(c) Registrants need not notify the
Special Agent in Charge or obtain cen-
tral recordkeeping approval in order to
maintain records on an in-house com-
puter system.

(d) ARCOS participants who desire
authorization to report from other
than their registered locations must
obtain a separate central reporting
identifier. Request for central report-
ing identifiers will be submitted to the
ARCOS Unit. See the Table of DEA
Mailing Addresses in §1321.01 of this
chapter for the current mailing ad-
dress.

(e) All central recordkeeping permits
previously issued by the Administra-
tion expired September 30, 1980.

(f) Each registered manufacturer, dis-
tributor, importer, exporter, narcotic
treatment program and compounder
for narcotic treatment program shall
maintain inventories and records of
controlled substances as follows:

(1) Inventories and records of con-
trolled substances listed in Schedules 1
and II shall be maintained separately
from all of the records of the reg-
istrant; and

(2) Inventories and records of con-
trolled substances listed in Schedules
III, IV, and V shall be maintained ei-
ther separately from all other records
of the registrant or in such form that
the information required is readily re-
trievable from the ordinary business
records of the registrant.

(g) Each registered individual practi-
tioner required to keep records and in-
stitutional practitioner shall maintain
inventories and records of controlled
substances in the manner prescribed in
paragraph (f) of this section.

(h) Each registered pharmacy shall
maintain the inventories and records of
controlled substances as follows:

(1) Inventories and records of all con-
trolled substances listed in Schedule I
and II shall be maintained separately
from all other records of the pharmacy.
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(2) Paper prescriptions for Schedule
II controlled substances shall be main-
tained at the registered location in a
separate prescription file.

(3) Inventories and records of Sched-
ules III, IV, and V controlled sub-
stances shall be maintained either sep-
arately from all other records of the
pharmacy or in such form that the in-
formation required is readily retriev-
able from ordinary business records of
the pharmacy.

(4) Paper prescriptions for Schedules
IITI, IV, and V controlled substances
shall be maintained at the registered
location either in a separate prescrip-
tion file for Schedules III, IV, and V
controlled substances only or in such
form that they are readily retrievable
from the other prescription records of
the pharmacy. Prescriptions will be
deemed readily retrievable if, at the
time they are initially filed, the face of
the prescription is stamped in red ink
in the lower right corner with the let-
ter ““C” no less than 1 inch high and
filed either in the prescription file for
controlled substances listed in Sched-
ules I and II or in the usual consecu-
tively numbered prescription file for
noncontrolled substances. However, if a
pharmacy employs a computer applica-
tion for prescriptions that permits
identification by prescription number
and retrieval of original documents by
prescriber name, patient’s name, drug
dispensed, and date filled, then the re-
quirement to mark the hard copy pre-
scription with a red ““C”’ is waived.

(6) Records of electronic prescrip-
tions for controlled substances shall be
maintained in an application that
meets the requirements of part 1311 of
this chapter. The computers on which
the records are maintained may be lo-
cated at another location, but the
records must be readily retrievable at
the registered location if requested by
the Administration or other law en-
forcement agent. The electronic appli-
cation must be capable of printing out
or transferring the records in a format
that is readily understandable to an
Administration or other law enforce-
ment agent at the registered location.
Electronic copies of prescription
records must be sortable by prescriber
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name, patient name, drug dispensed,
and date filled.

(Authority: 21 U.S.C. 821 and 871(b); 28 CFR
0.100)

[36 FR 7790, Apr. 24, 1971, as amended at 36
FR 13386, July 21, 1971. Redesignated at 38 FR
26609, Sept. 24, 1973, and amended at 39 FR
37985, Oct. 25, 1974; 45 FR 44266, July 1, 1980;
47 FR 41735, Sept. 22, 1982; 51 FR 5320, Feb. 13,
1986; 62 FR 13959, Mar. 24, 1997; 70 FR 25466,
May 13, 2005; 75 FR 10677, Mar. 9, 2010; 75 FR
16306, Mar. 31, 2010]

§1304.05 Records of authorized cen-
tral fill pharmacies and retail phar-
macies.

(a) Every retail pharmacy that uti-
lizes the services of a central fill phar-
macy must keep a record of all central
fill pharmacies, including name, ad-
dress and DEA number, that are au-
thorized to fill prescriptions on its be-
half. The retail pharmacy must also
verify the registration for each central
fill pharmacy authorized to fill pre-
scriptions on its behalf. These records
must be made available upon request
for inspection by DEA.

(b) Every central fill pharmacy must
keep a record of all retail pharmacies,
including name, address and DEA num-
ber, for which it is authorized to fill
prescriptions. The central fill phar-
macy must also verify the registration
for all retail pharmacies for which it is
authorized to fill prescriptions. These
records must be made available upon
request for inspection by DEA.

[68 FR 37410, June 24, 2003]

§1304.06 Records and reports for elec-
tronic prescriptions.

(a) As required by §1311.120 of this
chapter, a practitioner who issues elec-
tronic prescriptions for controlled sub-
stances must use an electronic pre-
scription application that retains the
following information:

(1) The digitally signed record of the
information specified in part 1306 of
this chapter.

(2) The internal audit trail and any
auditable event identified by the inter-
nal audit as required by §1311.150 of
this chapter.
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(b) An institutional practitioner
must retain a record of identity proof-
ing and issuance of the two-factor au-
thentication credential, where applica-
ble, as required by §1311.110 of this
chapter.

(c) As required by §1311.205 of this
chapter, a pharmacy that processes
electronic prescriptions for controlled
substances must use an application
that retains the following:

(1) All of the information required
under §1304.22(c) and part 1306 of this
chapter.

(2) The digitally signed record of the
prescription as received as required by
§1311.210 of this chapter.

(3) The internal audit trail and any
auditable event identified by the inter-
nal audit as required by §1311.215 of
this chapter.

(d) A registrant and application serv-
ice provider must retain a copy of any
security incident report filed with the
Administration pursuant to §§1311.150
and 1311.215 of this chapter.

(e) An electronic prescription or
pharmacy application provider must
retain third party audit or certifi-
cation reports as required by §1311.300
of this chapter.

(f) An application provider must re-
tain a copy of any notification to the
Administration regarding an adverse
audit or certification report filed with
the Administration on problems identi-
fied by the third-party audit or certifi-
cation as required by §1311.300 of this
chapter.

(2) Unless otherwise specified,
records and reports must be retained
for two years.

[75 FR 16306, Mar. 31, 2010]
INVENTORY REQUIREMENTS

§1304.11 Inventory requirements.

(a) General requirements. Bach inven-
tory shall contain a complete and accu-
rate record of all controlled substances
on hand on the date the inventory is
taken, and shall be maintained in writ-
ten, typewritten, or printed form at
the registered location. An inventory
taken by use of an oral recording de-
vice must be promptly transcribed.
Controlled substances shall be deemed
to be ‘‘on hand” if they are in the pos-
session of or under the control of the
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registrant, including substances re-
turned by a customer, ordered by a cus-
tomer but not yet invoiced, stored in a
warehouse on behalf of the registrant,
and substances in the possession of em-
ployees of the registrant and intended
for distribution as complimentary sam-
ples. A separate inventory shall be
made for each registered location and
each independent activity registered,
except as provided in paragraph (e)(4)
of this section. In the event controlled
substances in the possession or under
the control of the registrant are stored
at a location for which he/she is not
registered, the substances shall be in-
cluded in the inventory of the reg-
istered location to which they are sub-
ject to control or to which the person
possessing the substance is responsible.
The inventory may be taken either as
of opening of business or as of the close
of business on the inventory date and
it shall be indicated on the inventory.

(b) Initial inventory date. Every person
required to keep records shall take an
inventory of all stocks of controlled
substances on hand on the date he/she
first engages in the manufacture, dis-
tribution, or dispensing of controlled
substances, in accordance with para-
graph (e) of this section as applicable.
In the event a person commences busi-
ness with no controlled substances on
hand, he/she shall record this fact as
the initial inventory.

(c) Biennial inventory date. After the
initial inventory is taken, the reg-
istrant shall take a new inventory of
all stocks of controlled substances on
hand at least every two years. The bi-
ennial inventory may be taken on any
date which is within two years of the
previous biennial inventory date.

(d) Inventory date for newly controlled
substances. On the effective date of a
rule by the Administrator pursuant to
§§ 1308.45, 1308.46, or 1308.47 of this chap-
ter adding a substance to any schedule
of controlled substances, which sub-
stance was, immediately prior to that
date, not listed on any such schedule,
every registrant required to Kkeep
records who possesses that substance
shall take an inventory of all stocks of
the substance on hand. Thereafter,
such substance shall be included in
each inventory made by the registrant
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pursuant to paragraph (c) of this sec-
tion.

(e) Inventories of manufacturers, dis-
tributors, dispensers, researchers, import-
ers, exporters and chemical analysts.
Each person registered or authorized
(by §1301.13 or §§1307.11-1307.13 of this
chapter) to manufacture, distribute,
dispense, import, export, conduct re-
search or chemical analysis with con-
trolled substances and required to keep
records pursuant to §1304.03 shall in-
clude in the inventory the information
listed below.

(1) Inventories of manufacturers. Each
person registered or authorized to man-
ufacture controlled substances shall in-
clude the following information in the
inventory:

(i) For each controlled substance in
bulk form to be used in (or capable of
use in) the manufacture of the same or
other controlled or non-controlled sub-
stances in finished form, the inventory
shall include:

(A) The name of the substance and

(B) The total quantity of the sub-
stance to the mnearest metric unit
weight consistent with unit size.

(ii) For each controlled substance in
the process of manufacture on the in-
ventory date, the inventory shall in-
clude:

(A) The name of the substance;

(B) The quantity of the substance in
each batch and/or stage of manufac-
ture, identified by the batch number or
other appropriate identifying number;
and

(C) The physical form which the sub-
stance is to take upon completion of
the manufacturing process (e.g., granu-
lations, tablets, capsules, or solutions),
identified by the batch number or
other appropriate identifying number,
and if possible the finished form of the
substance (e.g., 10-milligram tablet or
10-milligram concentration per fluid
ounce or milliliter) and the number or
volume thereof.

(iii) For each controlled substance in
finished form the inventory shall in-
clude:

(A) The name of the substance;

(B) Each finished form of the sub-
stance (e.g., 10-milligram tablet or 10-
milligram concentration per fluid
ounce or milliliter);
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(C) The number of units or volume of
each finished form in each commercial
container (e.g., 100-tablet bottle or 3-
milliliter vial); and

(D) The number of commercial con-
tainers of each such finished form (e.g.
four 100-tablet bottles or six 3-milli-
liter vials).

(iv) For each controlled substance
not included in paragraphs (e)(1) (i), (ii)
or (iii) of this section (e.g., damaged,
defective or impure substances await-
ing disposal, substances held for qual-
ity control purposes, or substances

maintained for extemporaneous
compoundings) the inventories shall
include:

(A) The name of the substance;

(B) The total quantity of the sub-
stance to the nearest metric unit
weight or the total number of units of
finished form; and

(C) The reason for the substance
being maintained by the registrant and
whether such substance is capable of
use in the manufacture of any con-
trolled substance in finished form.

(2) Inventories of distributors. Except
for reverse distributors covered by
paragraph (e)(3) of this section, each
person registered or authorized to dis-
tribute controlled substances shall in-
clude in the inventory the same infor-
mation required of manufacturers pur-
suant to paragraphs (e)(1)(iii) and (iv)
of this section.

(3) Inventories of dispensers, research-
ers, and reverse distributors. Each person
registered or authorized to dispense,
conduct research, or act as a reverse
distributor with controlled substances
shall include in the inventory the same
information required of manufacturers
pursuant to paragraphs (e)(1)(iii) and
(iv) of this section. In determining the
number of units of each finished form
of a controlled substance in a commer-
cial container which has been opened,
the dispenser, researcher, or reverse
distributor shall do as follows:

(i) If the substance is listed in Sched-
ule I or II, make an exact count or
measure of the contents, or

(ii) If the substance is listed in
Schedule III, IV or V, make an esti-
mated count or measure of the con-
tents, unless the container holds more
than 1,000 tablets or capsules in which
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case he/she must make an exact count
of the contents.

(4) Inventories of importers and export-
ers. Each person registered or author-
ized to import or export controlled sub-
stances shall include in the inventory
the same information required of man-
ufacturers pursuant to paragraphs
(e)(1) (iii) and (iv) of this section. Each
such person who is also registered as a
manufacturer or as a distributor shall
include in his/her inventory as an im-
porter or exporter only those stocks of
controlled substances that are actually
separated from his stocks as a manu-
facturer or as a distributor (e.g., in
transit or in storage for shipment).

(5) Inventories of chemical analysts.
Each person registered or authorized to
conduct chemical analysis with con-
trolled substances shall include in his
inventory the same information re-
quired of manufacturers pursuant to
paragraphs (e)(1) (iii) and (iv) of this
section as to substances which have
been manufactured, imported, or re-
ceived by such person. If less than 1
kilogram of any controlled substance
(other than a hallucinogenic controlled
substance listed in Schedule I), or less
than 20 grams of a hallucinogenic sub-
stance listed in Schedule I (other than
lysergic acid diethylamide), or less
than 0.5 gram of lysergic acid
diethylamide, is on hand at the time of
inventory, that substance need not be
included in the inventory. Laboratories
of the Administration may possess up
to 150 grams of any hallucinogenic sub-
stance in Schedule I without regard to
a need for an inventory of those sub-
stances. No inventory is required of
known or suspected controlled sub-
stances received as evidentiary mate-
rials for analysis.

[62 FR 13959, Mar. 24, 1997, as amended at 68
FR 41228, July 11, 2003]

CONTINUING RECORDS

§1304.21 General requirements for

continuing records.

(a) Every registrant required to keep
records pursuant to §1304.03 shall main-
tain on a current basis a complete and
accurate record of each such substance
manufactured, imported, received,
sold, delivered, exported, or otherwise
disposed of by him/her, except that no
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registrant shall be required to main-
tain a perpetual inventory.

(b) Separate records shall be main-
tained by a registrant for each reg-
istered location except as provided in
§1304.04 (a). In the event controlled
substances are in the possession or
under the control of a registrant at a
location for which he is not registered,
the substances shall be included in the
records of the registered location to
which they are subject to control or to
which the person possessing the sub-
stance is responsible.

(c) Separate records shall be main-
tained by a registrant for each inde-
pendent activity for which he/she is
registered, except as provided in
§1304.22(d).

(d) In recording dates of receipt, im-
portation, distribution, exportation, or
other transfers, the date on which the
controlled substances are actually re-
ceived, imported, distributed, exported,
or otherwise transferred shall be used
as the date of receipt or distribution of
any documents of transfer (e.g., in-
voices or packing slips).

[36 FR 7792, Apr. 24, 1971, as amended at 36
FR 13386, July 21, 1971. Redesignated at 38 FR
26609, Sept. 24, 1973, as amended at 62 FR
13960, Mar. 24, 1997]

§1304.22 Records for manufacturers,
distributors, dispensers, research-
ers, importers and exporters.

Each person registered or authorized
(by §1301.13(e) or §§1307.11-1307.13 of
this chapter) to manufacture, dis-
tribute, dispense, import, export or
conduct research with controlled sub-
stances shall maintain records with the
information listed below.

(a) Records for manufacturers. Each
person registered or authorized to man-
ufacture controlled substances shall
maintain records with the following in-
formation:

(1) For each controlled substance in
bulk form to be used in, or capable of
use in, or being used in, the manufac-
ture of the same or other controlled or
noncontrolled substances in finished
form,

(i) The name of the substance;

(ii) The quantity manufactured in
bulk form by the registrant, including
the date, quantity and batch or other
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identifying number of each batch man-
ufactured;

(iii) The quantity received from
other persons, including the date and
quantity of each receipt and the name,
address, and registration number of the
other person from whom the substance
was received;

(iv) The quantity imported directly
by the registrant (under a registration
as an importer) for use in manufacture
by him/her, including the date, quan-
tity, and import permit or declaration
number for each importation;

(v) The quantity used to manufacture
the same substance in finished form,
including:

(A) The date and batch or other iden-
tifying number of each manufacture;

(B) The quantity used in the manu-
facture;

(C) The finished form (e.g., 10-milli-
gram tablets or 10-milligram con-
centration per fluid ounce or milli-
liter);

(D) The number of units of finished
form manufactured;

(E) The quantity used in quality con-
trol;

(F) The quantity lost during manu-
facturing and the causes therefore, if
known;

(G) The total quantity of the sub-
stance contained in the finished form;

(H) The theoretical and actual yields;
and

(I) Such other information as is nec-
essary to account for all controlled
substances used in the manufacturing
process;

(vi) The quantity used to manufac-
ture other controlled and noncon-
trolled substances, including the name
of each substance manufactured and
the information required in paragraph
(a)(1)(v) of this section;

(vii) The quantity distributed in bulk
form to other persons, including the
date and quantity of each distribution
and the name, address, and registration
number of each person to whom a dis-
tribution was made;

(viii) The quantity exported directly
by the registrant (under a registration
as an exporter), including the date,
quantity, and export permit or declara-
tion number of each exportation;

(ix) The quantity distributed or dis-
posed of in any other manner by the
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registrant (e.g., by distribution of com-
plimentary samples or by destruction),
including the date and manner of dis-
tribution or disposal, the name, ad-
dress, and registration number of the
person to whom distributed, and the
quantity distributed or disposed; and

(x) The originals of all written cer-
tifications of available procurement
quotas submitted by other persons (as
required by §1303.12(f) of this chapter)
relating to each order requiring the
distribution of a basic class of con-
trolled substance listed in Schedule I
or II.

(2) For each controlled substance in
finished form,

(i) The name of the substance;

(ii) Each finished form (e.g., 10-milli-
gram tablet or 10-milligram concentra-
tion per fluid ounce or milliliter) and
the number of units or volume of fin-
ished form in each commercial con-
tainer (e.g., 100-tablet bottle or 3-milli-
liter vial);

(iii) The number of containers of
each such commercial finished form
manufactured from bulk form by the
registrant, including the information
required pursuant to paragraph
(a)(1)(v) of this section;

(iv) The number of units of finished
forms and/or commercial containers
acquired from other persons, including
the date of and number of units and/or
commercial containers in each acquisi-
tion to inventory and the name, ad-
dress, and registration number of the
person from whom the units were ac-
quired;

(v) The number of units of finished
forms and/or commercial containers
imported directly by the person (under
a registration or authorization to im-
port), including the date of, the num-
ber of units and/or commercial con-
tainers in, and the import permit or
declaration number for, each importa-
tion;

(vi) The number of units and/or com-
mercial containers manufactured by
the registrant from units in finished
form received from others or imported,
including:

(A) The date and batch or other iden-
tifying number of each manufacture;

(B) The operation performed (e.g., re-
packaging or relabeling);
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(C) The number of units of finished
form used in the manufacture, the
number manufactured and the number
lost during manufacture, with the
causes for such losses, if known; and

(D) Such other information as is nec-
essary to account for all controlled
substances used in the manufacturing
process;

(vii) The number of commercial con-
tainers distributed to other persons, in-
cluding the date of and number of con-
tainers in each reduction from inven-
tory, and the name, address, and reg-
istration number of the person to
whom the containers were distributed;
(viii) The number of commercial con-
tainers exported directly by the reg-
istrant (under a registration as an ex-
porter), including the date, number of
containers and export permit or dec-
laration number for each exportation;
and

(ix) The number of units of finished
forms and/or commercial containers
distributed or disposed of in any other
manner by the registrant (e.g., by dis-
tribution of complimentary samples or
by destruction), including the date and
manner of distribution or disposal, the
name, address, and registration num-
ber of the person to whom distributed,
and the quantity in finished form dis-
tributed or disposed.

(b) Records for distributors. Except as
provided in paragraph (e) of this sec-
tion, each person registered or author-
ized to distribute controlled substances
shall maintain records with the same
information required of manufacturers
pursuant to paragraphs (a)(2)(i), (ii),
(iv), (v), (vii), (viii) and (ix) of this sec-
tion.

(c) Records for dispensers and research-
ers. Each person registered or author-
ized to dispense or conduct research
with controlled substances shall main-
tain records with the same information
required of manufacturers pursuant to
paragraph (a)(2)(i), (ii), (iv), (vii), and
(ix) of this section. In addition, records
shall be maintained of the number of
units or volume of such finished form
dispensed, including the name and ad-
dress of the person to whom it was dis-
pensed, the date of dispensing, the
number of units or volume dispensed,
and the written or typewritten name or
initials of the individual who dispensed
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or administered the substance on be-
half of the dispenser. In addition to the
requirements of this paragraph, practi-
tioners dispensing gamma-hydroxy-
butyric acid under a prescription must
also comply with §1304.26.

(d) Records for importers and exporters.
Each person registered or authorized to
import or export controlled substances
shall maintain records with the same
information required of manufacturers
pursuant to paragraphs (a)(2) (i), (iv),
(v) and (vii) of this section. In addition,
the quantity disposed of in any other
manner by the registrant (except quan-
tities used in manufacturing by an im-
porter under a registration as a manu-
facturer), which quantities are to be re-
corded pursuant to paragraphs (a)(1)
(iv) and (v) of this section; and the
quantity (or number of units or volume
in finished form) exported, including
the date, quantity (or number of units
or volume), and the export permit or
declaration number for each expor-
tation, but excluding all quantities
(and number of units and volumes)
manufactured by an exporter under a
registration as a manufacturer, which
quantities (and numbers of units and
volumes) are to be recorded pursuant
to paragraphs (a)(1)(xiii) or (a)(2)(xiii)
of this section.

(e) Records for reverse distributors.
Each person registered to distribute
controlled substances as a reverse dis-
tributor shall maintain records with
the following information for each con-
trolled substance:

(1) For each controlled substance in
bulk form the following:

(i) The name of the controlled sub-
stance.

(ii) The total quantity of the con-
trolled substance to the nearest metric
unit weight consistent with unit size.

(iii) The quantity received from
other persons, including the date and
quantity of each receipt and the name,
address, and registration number of the
other person from whom the controlled
substance was received.

(iv) The quantity returned to the
original manufacturer of the controlled
substance or the manufacturer’s agent,
including the date of and quantity of
each distribution and the name, ad-
dress and registration number of the
manufacturer or manufacturer’s agent
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to whom the controlled substance was
distributed.

(v) The quantity disposed of includ-
ing the date and manner of disposal
and the signatures of two responsible
employees of the registrant who wit-
nessed the disposal.

(2) For each controlled substance in
finished form the following:

(i) The name of the substance.

(ii) Each finished form (e.g., 10-milli-
gram tablet or 10-milligram concentra-
tion per fluid ounce or milliliter) and
the number of units or volume of fin-
ished form in each commercial con-
tainer (e.g., 100-tablet bottle or 3-milli-
liter vial).

(iii) The number of commercial con-
tainers of each such finished form re-
ceived from other persons, including
the date of and number of containers in
each receipt and the name, address,
and registration number of the person
from whom the containers were re-
ceived.

(iv) The number of commercial con-
tainers of each such finished form dis-
tributed back to the original manufac-
turer of the substance or the manufac-
turer’s agent, including the date of and
number of containers in each distribu-
tion and the name, address, and reg-
istration number of the manufacturer
or manufacturer’s agent to whom the
containers were distributed.

(v) The number of units or volume of
finished forms and/or commercial con-
tainers disposed of including the date
and manner of disposal, the quantity of
the substance in finished form dis-
posed, and the signatures of two re-
sponsible employees of the registrant
who witnessed the disposal.

[62 FR 13960, Mar. 24, 1997, as amended at 68
FR 41229, July 11, 2003; 70 FR 293, Jan. 4, 2005]

§1304.23 Records for chemical ana-
lysts.

(a) Each person registered or author-
ized (by §1301.22(b) of this chapter) to
conduct chemical analysis with con-
trolled substances shall maintain
records with the following information
(to the extent known and reasonably
ascertainable by him) for each con-
trolled substance:

(1) The name of the substance;

(2) The form or forms in which the
substance 1is received, imported, or
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manufactured by the registrant (e.g.,
powder, granulation, tablet, capsule, or
solution) and the concentration of the
substance in such form (e.g., C.P.,
U.S.P., N.F., 10-milligram tablet or 10-
milligram concentration per milli-
liter);

(3) The total number of the forms re-
ceived, imported or manufactured (e.g.,
100 tablets, thirty 1-milliliter vials, or
10 grams of powder), including the date
and quantity of each receipt, importa-
tion, or manufacture and the name, ad-
dress, and registration number, if any,
of the person from whom the substance
was received;

(4) The quantity distributed, ex-
ported, or destroyed in any manner by
the registrant (except quantities used
in chemical analysis or other labora-
tory work), including the date and
manner of distribution, exportation, or
destruction, and the name, address,
and registration number, if any, of
each person to whom the substance was
distributed or exported.

(b) Records of controlled substances
used in chemical analysis or other lab-
oratory work are not required.

(c) Records relating to known or sus-
pected controlled substances received
as evidentiary material for analysis are
not required under paragraph (a) of
this section.

[36 FR 7793, Apr. 24, 1971, as amended at 36
FR 13386, July 21, 1971; 36 FR 18732, Sept. 21,
1971. Redesignated at 38 FR 26609, Sept. 24,
1973, and further redesignated at 62 FR 13961,
Mar. 24, 1997]

§1304.24 Records for maintenance
treatment programs and detoxifica-
tion treatment programs.

(a) Each person registered or author-
ized (by §1301.22 of this chapter) to
maintain and/or detoxify controlled
substance users in a narcotic treat-
ment program shall maintain records
with the following information for each
narcotic controlled substance:

(1) Name of substance;

(2) Strength of substance;

(3) Dosage form;

(4) Date dispensed;

(5) Adequate identification of patient
(consumer);

(6) Amount consumed;

(7) Amount and dosage form taken
home by patient; and
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(8) Dispenser’s initials.

(b) The records required by paragraph
(a) of this section will be maintained in
a dispensing log at the narcotic treat-
ment program site and will be main-
tained in compliance with §1304.22
without reference to §1304.03.

(c) All sites which compound a bulk
narcotic solution from bulk narcotic
powder to liquid for on-site use must
keep a separate batch record of the
compounding.

(d) Records of identity, diagnosis,
prognosis, or treatment of any patients
which are maintained in connection
with the performance of a narcotic
treatment program shall be confiden-
tial, except that such records may be
disclosed for purposes and under the
circumstances authorized by part 310
and 42 CFR part 2.

[39 FR 37985, Oct. 25, 1974. Redesignated and
amended at 62 FR 13961, Mar. 24, 1997]

§1304.25 Records for treatment pro-
grams which compound narcotics
for treatment programs and other
locations.

Each person registered or authorized
by §1301.22 of this chapter to compound
narcotic drugs for off-site use in a nar-
cotic treatment program shall main-
tain records which include the fol-
lowing information for each narcotic
drug:

(a) For each narcotic controlled sub-
stance in bulk form to be used in, or
capable of use in, or being used in, the
compounding of the same or other non-
controlled substances in finished form:

(1) The name of the substance;

(2) The quantity compounded in bulk
form by the registrant, including the
date, quantity and batch or other iden-
tifying number of each batch com-
pounded;

(3) The quantity received from other
persons, including the date and quan-
tity of each receipt and the name, ad-
dress and registration number of the
other person from whom the substance
was received;

(4) The quantity imported directly by
the registrant (under a registration as
an importer) for use in compounding by
him, including the date, quantity and
import permit or declaration number
of each importation;

74

21 CFR Ch. Il (4-1-12 Edition)

(6) The quantity used to compound
the same substance in finished form,
including:

(i) The date and batch or other iden-
tifying number of each compounding;

(ii) The quantity used in the com-
pound;

(iii) The finished form (e.g., 10-milli-
gram tablets or 10-milligram con-
centration per fluid ounce or milliliter;

(iv) The number of units of finished
form compounded;

(v) The quantity used in quality con-
trol;

(vi) The quantity 1lost during
compounding and the causes therefore,
if known;

(vii) The total quantity of the sub-
stance contained in the finished form;

(viii) The theoretical and actual
yields; and

(ix) Such other information as is nec-
essary to account for all controlled
substances used in the compounding
process;

(6) The quantity used to manufacture
other controlled and non-controlled
substances; including the name of each
substance manufactured and the infor-
mation required in paragraph (a)(5) of
this section;

(7) The quantity distributed in bulk
form to other programs, including the
date and quantity of each distribution
and the name, address and registration
number of each program to whom a dis-
tribution was made;

(8) The quantity exported directly by
the registrant (under a registration as
an exporter), including the date, quan-
tity, and export permit or declaration
number of each exploration; and

(9) The quantity disposed of by de-
struction, including the reason, date
and manner of destruction. All other
destruction of narcotic controlled sub-
stances will comply with §1307.22.

(b) For each narcotic controlled sub-
stance in finished form:

(1) The name of the substance;

(2) Each finished form (e.g., 10-milli-
gram tablet or 10 milligram concentra-
tion per fluid ounce or milliliter) and
the number of units or volume or fin-
ished form in each commercial con-
tainer (e.g., 100-tablet bottle or 3-milli-
liter vial);
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(3) The number of containers of each
such commercial finished form com-
pounded from bulk form by the reg-
istrant, including the information re-
quired pursuant to paragraph (a)() of
this section;

(4) The number of units of finished
forms and/or commercial containers re-
ceived from other persons, including
the date of and number of units and/or
commercial containers in each receipt
and the name, address and registration
number of the person from whom the
units were received;

(56) The number of units of finished
forms and/or commercial containers
imported directly by the person (under
a registration or authorization to im-
port), including the date of, the num-
ber of units and/or commercial con-
tainers in, and the import permit or
declaration number for, each importa-
tion;

(6) The number of units and/or com-
mercial containers compounded by the
registrant from units in finished form
received from others or imported, in-
cluding:

(i) The date and batch or other iden-
tifying number of each compounding;

(ii) The operation performed (e.g., re-
packaging or relabeling);

(iii) The number of units of finished
form used in the compound, the num-
ber compounded and the number lost
during compounding, with the causes
for such losses, if known; and

(iv) Such other information as is nec-
essary to account for all controlled
substances used in the compounding
process;

(7) The number of containers distrib-
uted to other programs, including the
date, the number of containers in each
distribution, and the name, address and
registration number of the program to
whom the containers were distributed;

(8) The number of commercial con-
tainers exported directly by the reg-
istrant (under a registration as an ex-
porter), including the date, number of
containers and export permit or dec-
laration number for each exportation;
and

(9) The number of units of finished
forms and/or commercial containers
destroyed in any manner by the reg-
istrant, including the reason, the date
and manner of destruction. All other
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destruction of narcotic controlled sub-
stances will comply with §1307.22.

[39 FR 37985, Oct. 25, 1974. Redesignated at 62
FR 13961, Mar. 24, 1997]

§1304.26 Additional recordkeeping re-
quirements applicable to drug prod-
ucts containing gamma-hydroxy-
butyric acid.

In addition to the recordkeeping re-
quirements for dispensers and research-
ers provided in §1304.22, practitioners
dispensing gamma-hydroxybutyric acid
that is manufactured or distributed in
accordance with an application under
section 505 of the Federal Food, Drug,
and Cosmetic Act must maintain and
make available for inspection and
copying by the Attorney General, all of
the following information for each pre-
scription:

(a) Name of the prescribing practi-
tioner.

(b) Prescribing practitioner’s Federal
and State registration numbers, with
the expiration dates of these registra-
tions.

(c) Verification that the prescribing
practitioner possesses the appropriate
registration to prescribe this con-
trolled substance.

(d) Patient’s name and address.

(e) Patient’s insurance provider,
available.

if

[70 FR 293, Jan. 4, 2005]
REPORTS

§1304.31 Reports from manufacturers
importing narcotic raw material.

(a) Every manufacturer which im-
ports or manufactures from narcotic
raw material (opium, poppy straw, and
concentrate of poppy straw) shall sub-
mit information which accounts for the
importation and for all manufacturing
operations performed between importa-
tion and the production in bulk or fin-
ished marketable products, standard-
ized in accordance with the U.S. Phar-
macopeia, National Formulary or other
recognized medical standards. Reports
shall be signed by the authorized offi-
cial and submitted quarterly on com-
pany letterhead to the Drug and Chem-
ical Evaluation Section, Drug Enforce-
ment Administration, on or before the
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156th day of the month immediately fol-
lowing the period for which it is sub-
mitted. See the Table of DEA Mailing
Addresses in §1321.01 of this chapter for
the current mailing address.

(b) The following information shall
be submitted for each type of narcotic
raw material (quantities are expressed
as grams of anhydrous morphine alka-
loid):

(1) Beginning inventory;

(2) Gains on reweighing;

(3) Imports;

(4) Other receipts;

(5) Quantity put into process;

(6) Liosses on reweighing;

(7) Other dispositions and

(8) Ending inventory.

(c) The following information shall
be submitted for each narcotic raw ma-
terial derivative including morphine,
codeine, thebaine, oxycodone,
hydrocodone, medicinal opium, manu-
facturing opium, crude alkaloids and
other derivatives (quantities are ex-
pressed as grams of anhydrous base or
anhydrous morphine alkaloid for man-
ufacturing opium and medicinal
opium):

(1) Beginning inventory;

(2) Gains on reweighing;

(3) Quantity extracted from narcotic
raw material;

(4) Quantity produced/manufactured/
synthesized;

(5) Quantity sold;

(6) Quantity returned to conversion
processes for reworking;

(7) Quantity used for conversion;

(8) Quantity placed in process;

(9) Other dispositions;

(10) Liosses on reweighing and

(11) Ending inventory.

(d) The following information shall
be submitted for importation of each
narcotic raw material:

(1) Import permit number;

(2) Date shipment arrived at the
United States port of entry;

(3) Actual quantity shipped;

(4) Assay (percent) of morphine, co-
deine and thebaine and

(5) Quantity shipped, expressed as an-
hydrous morphine alkaloid.

(e) Upon importation of crude opium,
samples will be selected and assays
made by the importing manufacturer
in the manner and according to the
method specified in the U.S. Pharma-
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copoeia. Where final assay data is not
determined at the time of rendering re-
port, the report shall be made on the
basis of the best data available, subject
to adjustment, and the necessary ad-
justing entries shall be made on the
next report.

(f) Where factory procedure is such
that partial withdrawals of opium are
made from individual containers, there
shall be attached to each container a
stock record card on which shall be
kept a complete record of all with-
drawals therefrom.

(g) All in-process inventories should
be expressed in terms of end-products
and not precursors. Once precursor ma-
terial has been changed or placed into
process for the manufacture of a speci-
fied end-product, it must no longer be
accounted for as precursor stocks
available for conversion or use, but
rather as end-product in-process inven-
tories.

[62 FR 13961, Mar. 24, 1997, as amended at 75
FR 10677, Mar. 9, 2010]

§1304.32 Reports of manufacturers im-
porting coca leaves.

(a) Every manufacturer importing or
manufacturing from raw coca leaves
shall submit information accounting
for the importation and for all manu-
facturing operations performed be-
tween the importation and the manu-
facture of bulk or finished products
standardized in accordance with U.S.
Pharmacopoeia, National Formulary,
or other recognized standards. The re-
ports shall be submitted quarterly on
company letterhead to the Drug and
Chemical Evaluation Section, Drug En-
forcement Administration, on or before
the 156th day of the month immediately
following the period for which it is sub-
mitted. See the Table of DEA Mailing
Addresses in §1321.01 of this chapter for
the current mailing address.

(b) The following information shall
be submitted for raw coca leaf, ecgo-
nine, ecgonine for conversion or fur-
ther manufacture, benzoylecgonine,
manufacturing coca extracts (list for
tinctures and extracts; and others sep-
arately), other crude alkaloids and
other derivatives (quantities should be
reported as grams of actual quantity
involved and the cocaine alkaloid con-
tent or equivalency):
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(1) Beginning inventory;

(2) Imports;

(3) Gains on reweighing;

(4) Quantity purchased;

(5) Quantity produced;

(6) Other receipts;

(7) Quantity returned to processes for
reworking;

(8) Material used in purification for
sale;

(9) Material used for manufacture or
production;

(10) Liosses on reweighing;

(11) Material used for conversion;

(12) Other dispositions and

(13) Ending inventory.

(c) The following information shall
be submitted for importation of coca
leaves:

(1) Import permit number;

(2) Date the shipment arrived at the
United States port of entry;

(3) Actual quantity shipped;

(4) Assay (percent) of cocaine alka-
loid and

(5) Total cocaine alkaloid content.

(d) Upon importation of coca leaves,
samples will be selected and assays
made by the importing manufacturer
in accordance with recognized chem-
ical procedures. These assays shall
form the basis of accounting for such
coca leaves, which shall be accounted
for in terms of their cocaine alkaloid
content or equivalency or their total
anhydrous coca alkaloid content.
Where final assay data is not deter-
mined at the time of submission, the
report shall be made on the basis of the
best data available, subject to adjust-
ment, and the necessary adjusting en-
tries shall be made on the next report.

(e) Where factory procedure is such
that partial withdrawals of medicinal
coca leaves are made from individual
containers, there shall be attached to
the container a stock record card on
which shall be kept a complete record
of withdrawals therefrom.

(f) All in-process inventories should
be expressed in terms of end-products
and not precursors. Once precursor ma-
terial has been changed or placed into
process for the manufacture of a speci-
fied end-product, it must no longer be
accounted for as precursor stocks
available for conversion or use, but
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rather as end-product in-process inven-
tories.

[62 FR 13962, Mar. 24, 1997, as amended at 75
FR 10678, Mar. 9, 2010]

§1304.33 Reports to ARCOS.

(a) Reports generally. All reports re-
quired by this section shall be filed
with the ARCOS Unit on DEA Form
333, or on media which contains the
data required by DEA Form 333 and
which is acceptable to the ARCOS
Unit. See the Table of DEA Mailing Ad-
dresses in §1321.01 of this chapter for
the current mailing address.

(b) Frequency of reports. Acquisition/
Distribution transaction reports shall
be filed every quarter not later than
the 15th day of the month succeeding
the quarter for which it is submitted;
except that a registrant may be given
permission to file more frequently (but
not more frequently than monthly), de-
pending on the number of transactions
being reported each time by that reg-
istrant. Inventories shall provide data
on the stocks of each reported con-
trolled substance on hand as of the
close of business on December 31 of
each year, indicating whether the sub-
stance is in storage or in process of
manufacturing. These reports shall be
filed not later than January 15 of the
following year. Manufacturing trans-
action reports shall be filed annually
for each calendar year not later than
January 15 of the following year, ex-
cept that a registrant may be given
permission to file more frequently (but
not more frequently than quarterly).

(c) Persons reporting. For controlled
substances in Schedules I, II, narcotic
controlled substances in Schedule III,
and gamma-hydroxybutyric acid drug
product controlled substances in
Schedule III, each person who is reg-
istered to manufacture in bulk or dos-
age form, or to package, repackage,
label or relabel, and each person who is
registered to distribute, including each
person who is registered to reverse dis-
tribute, shall report acquisition/dis-
tribution transactions. In addition to
reporting acquisition/distribution
transactions, each person who is reg-
istered to manufacture controlled sub-
stances in bulk or dosage form shall re-
port manufacturing transactions on
controlled substances in Schedules I
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and II, each narcotic controlled sub-
stance listed in Schedules III, IV, and
V, gamma-hydroxybutyric acid drug
product controlled substances in
Schedule III, and on each psychotropic
controlled substance listed in Sched-
ules IIT and IV as identified in para-
graph (d) of this section.

(d) Substances covered. (1) Manufac-
turing and acquisition/distribution
transaction reports shall include data
on each controlled substance listed in
Schedules I and II, on each narcotic
controlled substance listed in Schedule
III (but not on any material, com-
pound, mixture or preparation con-
taining a quantity of a substance hav-
ing a stimulant effect on the central
nervous system, which material, com-
pound, mixture or preparation is listed
in Schedule III or on any narcotic con-
trolled substance listed in Schedule V),
and on gamma-hydroxybutyric acid
drug products listed in Schedule III.
Additionally, reports on manufacturing
transactions shall include the fol-
lowing psychotropic controlled sub-
stances listed in Schedules III and IV:

(i) Schedule IIT

(A) Benzphetamine;

(B) Cyclobarbital;

(C) Methyprylon; and

(D) Phendimetrazine.

(ii) Schedule IV

(A) Barbital;

(B) Diethylpropion (Amfepramone);

(C) Ethchlorvynol;

(D) Ethinamate;

(BE) Lefetamine (SPA);

(F) Mazindol;

(G) Meprobamate;

(H) Methylphenobarbital;

(I) Phenobarbital;

(J) Phentermine; and

(K) Pipradrol.

(2) Data shall be presented in such a
manner as to identify the particular
form, strength, and trade name, if any,
of the product containing the con-
trolled substancefor which the report is
being made. For this purpose, persons
filing reports shall utilize the National
Drug Code Number assigned to the
product under the National Drug Code
System of the Food and Drug Adminis-
tration.

(e) Transactions reported. Acquisition/
distribution transaction reports shall
provide data on each acquisition to in-
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ventory (identifying whether it is, e.g.,
by purchase or transfer, return from a
customer, or supply by the Federal
Government) and each reduction from
inventory (identifying whether it is,
e.g., by sale or transfer, theft, destruc-
tion or seizure by Government agen-
cies). Manufacturing reports shall pro-
vide data on material manufactured,
manufacture from other material, use
in manufacturing other material and
use in producing dosage forms.

(f) Exceptions. A registered institu-
tional practitioner who repackages or
relabels exclusively for distribution or
who distributes exclusively to (for dis-
pensing by) agents, employees, or af-
filiated institutional practitioners of
the registrant may be exempted from
filing reports under this section by ap-
plying to the ARCOS Unit of the Ad-
ministration.

(Approved by the Office of Management and
Budget under control number 1117-0003)

[62 FR 13962, Mar. 24, 1997, as amended at 68
FR 41229, July 11, 2003; 70 FR 294, Jan. 4, 2005;
75 FR 10678, Mar. 9, 2010]

ONLINE PHARMACIES

§1304.40 Notification by online phar-
macies.

(a) Thirty days prior to offering a
controlled substance for sale, delivery,
distribution, or dispensing by means of
the Internet, an online pharmacy shall:

(1) Notify the Administrator of its in-
tent to do so by submitting an applica-
tion for a modified registration in ac-
cordance with §§1301.13 and 1301.19 of
this chapter, with such application
containing the information required by
this section; and

(2) Notify the State boards of phar-
macy in any States in which the online
pharmacy offers to sell, deliver, dis-
tribute, or dispense controlled sub-
stances.

(b) The following information must
be included in the notification sub-
mitted under paragraph (a) of this sec-
tion:

(1) The pharmacy’s Internet Phar-
macy Site Disclosure information re-
quired to be posted on the homepage of
the online pharmacy’s Internet site
under section 311(c) of the Act (21
U.S.C. 831(c)) and §1304.45 of this part.
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(2) Certification that the information
disclosed on its Internet site under the
Internet Pharmacy Site Disclosure is
true and accurate. The statement shall
be in a form similar to the following:
“The above-named pharmacy, a DEA
registrant, certifies, under penalty of
perjury, that the information con-
tained in this statement is true and ac-
curate.”

(3) Each Internet site address utilized
by the online pharmacy and a certifi-
cation that the online pharmacy shall
notify the Administrator of any change
in any such Internet address at least 30
days in advance. In the event that a
pharmacy delivers, distributes, or dis-
penses controlled substances pursuant
to orders made on, through, or on be-
half of, more than one Web site, the
pharmacy shall provide, for purposes of
complying with this paragraph, the
Internet site address of each such site.

(4) The DEA registration numbers of:

(i) Every pharmacy that delivers, dis-
tributes, or dispenses controlled sub-
stances pursuant to orders made on,
through, or on behalf of, each Web site
referred to in paragraph (b)(3) of this
section; and

(ii) Every practitioner who has a con-
tractual relationship to provide med-
ical evaluations or issue prescriptions
for controlled substances, through re-
ferrals from the Web site or at the re-
quest of the owner or operator of the
Web site, or any employee or agent
thereof.

(c) An online pharmacy that is in op-
eration at the time Public Law 110-425
becomes effective (April 13, 2009) must
make the notifications required in this
section on or before May 13, 2009. How-
ever, in accordance with section 401(h)
of the Act (21 U.S.C. 841(h)), as of April
13, 2009, it is unlawful for any online
pharmacy to deliver, distribute, or dis-
pense a controlled substance by means
of the Internet unless such online phar-
macy is validly registered with a modi-
fication of such registration author-
izing such activity.

(d) On and after the date an online
pharmacy makes the notifications re-
quired under this section, each online
pharmacy shall display on the home-
page of its Internet site, a declaration
that it has made such notifications to
the Administrator in the following
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form: ““In accordance with the Con-
trolled Substances Act and the DEA
regulations, this online pharmacy has
made the notifications to the DEA Ad-
ministrator required by 21 U.S.C. 831
and 21 CFR 1304.40.”

(e)(1) Except as provided in para-
graphs (e)(2) and (e)(3) of this section,
if any of the information required to be
submitted under this section changes
after the online pharmacy submits the
notification to the Administrator, the
online pharmacy shall notify the Ad-
ministrator of the updated information
no later than 30 days before the change
becomes effective via the online proc-
ess.

(2) If a pharmacy referred to in para-
graph (b)(4)(i) of this section ceases to
deliver, distribute, or dispense con-
trolled substances pursuant to orders
made on, through, or on behalf of, each
Web site referred to in paragraph (b)(3)
of this section, the online pharmacy
shall notify the Administrator no later
than 30 days after the change becomes
effective via the online process.

(3) If a practitioner referred to in
paragraph (b)(4)(ii) of this section
ceases to have a contractual relation-
ship with the online pharmacy, the on-
line pharmacy shall notify the Admin-
istrator no later than 30 days after the
change becomes effective via the online
process.

[74 FR 15623, Apr. 6, 2009]

§1304.45 Internet Web site disclosure
requirements.

(a) Each online pharmacy shall dis-
play, at all times and in a visible and
clear manner, on its homepage a state-
ment that it complies with the require-
ments of section 311 of the Act (21
U.S.C. 831) with respect to the delivery
or sale or offer for sale of controlled
substances. This statement must in-
clude the name of the pharmacy as it
appears on the DEA Certificate of Reg-
istration.

(b) Each online pharmacy shall clear-
ly display the following information on
the homepage of each Internet site it
operates, or on a page directly linked
to the homepage. If the information is
displayed on a page directly linked to
the homepage, that link on the home-
page must be visible and clear. The in-
formation must be displayed for each
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pharmacy that delivers, distributes, or
dispenses controlled substances pursu-
ant to orders made on, through, or on
behalf of that Web site.

(1) The name and address of the phar-
macy as it appears on the pharmacy’s
DEA Certificate of Registration.

(2) The pharmacy’s telephone number
and e-mail address.

(3) The name, professional degree,
and States of licensure of the phar-
macist-in-charge, and a telephone
number at which the pharmacist-in-
charge can be contacted.

(4) A list of the States in which the
pharmacy is licensed to dispense con-
trolled substances.

(5) A certification that the pharmacy
is registered under part 1301 of this
chapter with a modification of its reg-
istration authorizing it to deliver, dis-
tribute, or dispense controlled sub-
stances by means of the Internet.

(6) The name, address, telephone
number, professional degree, and
States of licensure with State license
number of any practitioner who has a
contractual relationship to provide
medical evaluations or issue prescrip-
tions for controlled substances,
through referrals from the Web site or
at the request of the owner or operator
of the Web site, or any employee or
agent thereof.

(7) The following statement: ‘‘This
online pharmacy is obligated to com-
ply fully with the Controlled Sub-
stances Act and DEA regulations. As
part of this obligation, this online
pharmacy has obtained a modified DEA
registration authorizing it to operate
as an online pharmacy. In addition,
this online pharmacy will only dis-
pense a controlled substance to a per-
son who has a valid prescription issued
for a legitimate medical purpose based
upon a medical relationship with a pre-
scribing practitioner. This includes at
least one prior in-person medical eval-
uation in accordance with section 309
of the Controlled Substances Act (21
U.S.C. 829) or a medical evaluation via
telemedicine in accordance with sec-
tion 102(54) of the Controlled Sub-
stances Act (21 U.S.C. 802(564)).”

[74 FR 15623, Apr. 6, 2009]
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§1304.50 Disclosure requirements for
Web sites of nonpharmacy practi-
tioners that dispense controlled
substances by means of the Inter-
net.

For a Web site to identify itself as
being exempt from the definition of an
online pharmacy by virtue of section
102(52)(B)(ii) of the Act (21 U.S.C.
802(52)(B)(ii)) and §1300.04(h)(2) of this
chapter, the Web site shall post in a
visible and clear manner on its home-
page, or on a page directly linked
thereto in which the hyperlink is also
visible and clear on the homepage, a
list of the DEA-registered nonphar-
macy practitioners who are affiliated
with the Web site. Any nonpharmacy
practitioner affiliated with such a Web
site is responsible for compliance with
this section. An institutional practi-
tioner that otherwise complies with
the requirements of the Act and this
chapter will be deemed to meet the re-
quirements of this section if, in lieu of
posting the names of each affiliated in-
dividual practitioner, it posts its name
(as it appears on its Certificate of Reg-
istration) in a visible and clear manner
on its homepage and in a manner that
identifies itself as being responsible for
the operation of the Web site.

[74 FR 15623, Apr. 6, 2009]

§1304.55 Reports online

macies.

by phar-

(a) Each online pharmacy shall re-
port to the Administrator the total
quantity of each controlled substance
that the pharmacy has dispensed each
calendar month. The report must in-
clude the total quantity of such dis-
pensing by any means, regardless of
whether the controlled substances are
dispensed by means of the Internet.
Thus, such reporting shall include all
controlled substances dispensed via
Internet transactions, mail-order
transactions, face-to-face transactions,
or any other means. However, the phar-
macy is not required to describe in its
report to the Administrator such
means of dispensing. Such reporting is
required for every calendar month in
which the total quantity of controlled
substances dispensed by the pharmacy
meets or exceeds one of the following
thresholds:
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(1) 100 or more prescriptions for con-
trolled substances filled; or

(2) 5,000 or more dosage units dis-
pensed of all controlled substances
combined.

(b) Each online pharmacy shall re-
port a negative response if, during a
given calendar month, its total dis-
pensing of controlled substances falls
below both of the thresholds in para-
graph (a) of this section.

(c) The reporting requirements of
this section apply to every pharmacy
that, at any time during a calendar
month, holds a modified registration
authorizing it to operate as an online
pharmacy, regardless of whether the
online pharmacy dispenses any con-
trolled substances by means of the
Internet during the month.

(d) Reports will be submitted to DEA
electronically via online reporting,
electronic file upload, or other means
as approved by DEA.

(e) Reports shall be filed every month
not later than the fifteenth day of the
month succeeding the month for which
they are submitted.

(f) An online pharmacy filing a report
under paragraph (a) of this section
shall utilize the National Drug Code
number assigned to the product under
the National Drug Code System of the
Food and Drug Administration, and in-
dicate the total number of dosage units
dispensed for each such National Drug
Code number.

(g) Records required to be kept under
this section must be kept by the reg-
istrant for at least two years from the
date of such records. The information
shall be readily retrievable from the
ordinary business records of the reg-
istrant and available for inspection and
copying by authorized employees of the
Administration.

[74 FR 15623, Apr. 6, 2009]

PART 1305—ORDERS FOR SCHED-
ULE | AND Il CONTROLLED SUB-
STANCES

Subpart A—General Requirements

Sec.

1305.01 Scope of part 1305.

1305.02 Definitions.

1305.03 Distributions requiring a Form 222
or digitally signed electronic order.
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1305.04 Persons entitled to order Schedule I
and II controlled substances.

1305.06 Power of attorney.

1305.06 Persons entitled to fill orders for
Schedule I and II controlled substances.

1305.07 Special procedure for filling certain
orders.

Subpart B—DEA Form 222

1305.11 Procedure for obtaining DEA Forms
222.

1305.12 Procedure for executing DEA Forms
222.

1305.13 Procedure for filling DEA Forms 222.

1305.14 Procedure for endorsing DEA Forms
222,

1305.15 Unaccepted and defective DEA
Forms 222.

1305.16 Lost and stolen DEA Forms 222.

1305.17 Preservation of DEA Forms 222.

1305.18 Return of unused DEA Forms 222.

1305.19 Cancellation and voiding of DEA
Forms 222.

Subpart C—Electronic Orders

1305.21 Requirements for electronic orders.

1305.22 Procedure for filling electronic or-
ders.

1305.23 Endorsing electronic orders.

1305.24 Central processing of orders.

1305.25 Unaccepted and defective electronic
orders.

1305.26 Lost electronic orders.

1305.27 Preservation of electronic orders.

1305.28 Canceling and voiding electronic or-
ders.

1305.29 Reporting to DEA.

AUTHORITY: 21 U.S.C. 821, 828, 871(b), unless
otherwise noted.

SOURCE: 70 FR 16911, Apr. 1, 2005, unless
otherwise noted.

Subpart A—General Requirements

§1305.01 Scope of part 1305.

Procedures governing the issuance,
use, and preservation of orders for
Schedule I and II controlled substances
are set forth generally by section 308 of
the Act (21 U.S.C. 828) and specifically
by the sections of this part.

§1305.02 Definitions.

Any term contained in this part shall
have the definition set forth in the Act
or part 1300 of this chapter.
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